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DETAILED ACTION 

Claims 9-23 are pending in the application. 

This Office Action is in response to the Amendment filed on 9/19/05. 

Response to Amendment 
The objection to claim 22 has been withdrawn in light of Applicant's amendment of the 

claim. 

The rejection of claims 13 and 14 under 35 U.S.C. 1 12 2"^ paragraph has been withdrawn 
in light of Applicant's amendment of the claims. 

The rejection of claims 9-23 under 35 U.S.C. 101/1 12 1^^ is maintained for reasons set 
forth of the record mailed on 6/30/05 and further discussed below. 

The rejection of claims 9-23 under 35 U.S.C. 112 1^^ paragraph is maintained for reasons 
set forth of the record mailed on 6/30/05 and further discussed below. 

Claim 1 1 is rejected under 35 U.S.C. 112 2"^ paragraph for reason discussed below. 

Response to Arguments 
Claim Rejections - 35 USC §101 

Claims 9-23 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a credible, substantial and specific asserted utility or a well established 
utility. 

In response to this rejection, Applicants argue that the specification discloses a number of 
specific utilities for CD200R including functioning in specific conditions such as multiple 
sclerosis, rheumatoid arthritis, and autoimmune disease, thus the antibody to CD200R has utility 
as a therapeutic or a diagnostic agent. Applicants further argue that the disclosed utility is 
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substantial because treating or diagnosing diseases such as inflammation, multiple sclerosis, 
rheumatoid arthritis, and autoimmune disease is a real world use. Applicants also argue that the • 
disclosed utility is credible because numerous publication demonstrating CD200R is involved in 
human disease. Further, Applicants argue that identification of a specific pathway is not required 
to demonstrate utility. Applicants assert that the disclosure of the specification, particularly page 
75, lines 7-29, provides sufficient detail to meet the utility requirement, and a particular teaching 
that CD200R results in a particular disease is not required. Applicants cites MPEP 2107.02-03 
to demonstrate that there is no legal requirement that the disclosed utiUty must be supported by 
conclusive experimental data, and applicant is only required to provide evidence if, when 
considered as a whole, leads the skilled artisan to conclude that the asserted utility is more likely 
than not true. Applicants thus conclude that the claimed invention has patentable utility. 

The above arguments have been fiiUy considered but deemed unpersuasive. The claims 
are rejected for same reasons as discussed in the previous office action mailed on 6/30/05. In 
response to AppUcant's argument with regard to substantial, specific and credible uses, the 
examiner maintains the position that the specification fails to teach a substantial, specific and 
credible use for the claimed antibody or firagment. Although CD200 is known as a cell surface 
antigen identified in some specific cell type that are involved in inflammatory conditions, 
multiple sclerosis, rheumatoid arthritis, and autoimmune disease, the specification does not teach 
which specific disease is the result from the this particular CD200R. In other words, the 
specification does not teach which specific pathway in any specific cell type that leads to a 
specific disease. The list provided in the specification is based on the involvement of cells, for 
example, macrophages and dendritic cells, which are known to be involved in such diseases. 



Application/Control Number: 1 0/009,445 Page 4 

Art Unit: 1636 

However, there is no teaching whether the involvement of such cells in those diseases is result 
from the expression of said CD200 antigen. Applicants are reminded that expression of a protein 
in certain cell type does not mean that said protein is responsible for all the activity of such cell 
type. Thus, the disclosure provided in the specification is a laundry list of the disease that are 
associated with the cells expressing said antigen , which does not provide a specific association 
between said diseases and CD200R. Although there is no legal requirement for Applicants to 
provide experimental data or establish a certain pathway for the involvement of CD200R and the 
listed of diseases disclosed on page 75, Applicants needs to provide at least some teaching or 
evidence for the relationship between the CD200R and the listed diseases. However, there is 
only the paragraph on page 75 which lists such diseases without further teaching of the 
relationship between CD200R and said diseases. Therefore, the specification fails to teach a 
specific, substantial and credible function to the CD200R. As such, the antibody to said receptor 
does not have specific, substantial and credible utility as well. 

With regard to the cited art, all of them are post filing (which includes Cherwinski et al). 
As discussed previously, the teaching of the post filing art is not taught in the application, 
wherein the statue requires that the utility of the claimed invention is known at the time of filing . 
Moreover, none of reference establishes a direct relationship between the CD200R and the 
diseases that are alleged to result from the receptor dysfixnction. With regard to Hoek et al., 
contrary to Applicant's assertion, this reference does not teach the relationship between the 
disease and the lack of the expression of CD200 is mediated through this specific CD200R. It is 
well known in the art many peptides may exert different effects through different pathways 
which is mediated through different receptors. There is no evidence suggest that this CD200R is 
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the only receptor which is responsible for the effect observed in the knockout mouse model as 
disclosed in Hoek et ah Whether the animal model disclosed in Gorczynki and Hoek et al. is 
accepted in the art has no relevance to demonstration of a direct relationship between CD200R 
and rhumatoid arthritis and multiple sclerosis. With regard to Foster-Cuvas, contrary to 
Applicant's assertion, the specification does not disclose the same teaching. The paragraph cited 
by Applicants is an example from the laundry list. Such teaching is not sufficient to support a 
credible, substantial and specific utility for CD200R encoded by SEQ ID NO:20. Similarly, the 
teaching provided in Cherwinski et al. (published on 9/25/03) is not taught in the specification 
either. Applicants' argument fails to address the point raised above. As such. Applicants fail to 
teach a credible, substantial and specific use for the claimed invention. Therefore, this rejection 
is maintained. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 9-14 and 16-23 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

In response to this rejection, Applicants argue that the specification provides adequate 
written description for the claimed CD200R-binding antibody and fi*agments. Applicants assert 
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that it is unclear why the examiner believes a compound that does not bind SEQ ID NO: 20 
would fall within the scope of the claim. Applicants thus conclude that the written description 
requirement is satisfied. 

The above argument has been fully considered. This rejection is withdrawn for claim 15 
in view of the amendment because claim 15 is recites "the polypeptide of SEQ ID NO:20." 
However, the amended claim 9 read on an antibody or fragments which bind to a polypeptide 
consisting essentially of SEQ ID NO:20. Without definition fi:'om the specification, the claim 
language "consisting essentially of in interpreted as "comprising." See MPEP 21 1 1 .03 R-3, 
"absent a clear indication in the specification or claims of what the basic and novel 
characteristics actually are, "consisting essentially of will be construed as equivalent to 
"comprising." See, e.g., PPG, 156 F.3d at 1355, 48 USPQ2d at 1355 ("PPG could have defined 
the scope of the phrase consisting essentially of for purposes of its patent by making clear in its 
specification what it regarded as constituting a material change in the basic and novel 
characteristics of the invention."). As such, the rejection is maintained for same reasons as 
discussed in the previous office action. To clarify the position that the claimed antibody would 
read on an antibody or fi-agment that would bind to polypeptide other than SEQ ID NO:20, 
Applicants are reminded that the open claim language encompasses polypeptide include SEQ ID 
NO:20 but larger than SEQ ID NO:20 or fusion proteins (for example, claim 16). For example, 
an antibody to HA tag would bind to a polypeptide consist essentially of SEQ ID NO:20 and a 
HA tag, but not to the SEQ ID NO:20 itself. In view of the genus of the claimed invention, the 
specification fails to describe a representative number of species by their complete structure and 
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other identifying characteristics. Therefore, for reasons discussed in the previous office action 
and above, the written description requirement is not met, and this rejection is maintained. 

Claims 9-23 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

In response to this rejection, Applicants argue that the specification is sufficiently 
enabling to allow one skilled in the art to synthesize without undue experimentation the claimed 
invention. Applicants argue that the specification teaches the sequences of the antigen and the 
making the antibody with known sequence is well known in the art. Applicants thus conclude 
that the claimed invention is enabled. 

The above arguments have been fully considered but deemed unpersuasive. The reasons 
for the non-enablement of the claimed invention is set forth in the previous office action. In 
addition to lack of utility of the claimed antibody (thus one would not know how to use it), 
Applicants are again reminded that 1) the claimed scope is not limited to antibody raise against 
SEQ ID NO:20 and fi-agments within (see discussion above). Although one skilled in the art 
would be able to make antibodies or fi-agments of the polypeptide which is not encompassed by 
SEQ ID NO:20 is unpredictable. Whether the skilled artisan can use the claimed binding 
compound according to the embodiments of the specification is also unpredictable (see lack of 
utility discussion). As such, the specification fails to provide enablement for how to make 
binding compound that are not antibody and how to use the claimed inventions. Therefore, this 
rejection is maintained. 
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New Grounds of Rejection Necessitated by Applicants Amendment 
Claim Rejections - 35 USC§112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 1 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The recitation of "the binding antibody or the antigen-binding fragment thereof is a Fv, 
Fab, or Fab2 fragment" renders the claim indefinite because an antibody is either an antibody or 
a fragment thereof, it cannot be both. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 

final action. * 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this appUcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Celine X Qian Ph.D. 

Examiner 

Art Unit 1636 
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